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DETAILED ACTION 
Claim Rejections - 35 USC § 112-2"^^ paragraph! 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 2 recites a part i) with no other parts, but in line 2 ends with the word "or". 
It is unclear whether Applicant intended to have other parts to the claim, or mistakenly 
did not delete "or" and end the claim with a period. 

Applicant must clarify Claim 2, New Matter must be avoided. 

Claim Rejections - 35 USC § 112-enablement 

Claims 1, 3-5, 7-8, 10-16, and 18-20 remain rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for SEQ ID N0:1 as a 
functioning promoter in carbohydrate-storing sink tissue, but essentially not in source 
tissues, does not reasonably provide enablement for any promoter sequence of the 
Vicia faba 1,4-alpha-D-glucan:phosphate alpha-D-glucosyltransferase gene for function 
as a tissue specific promoter. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 
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The claims are rejected for tine reasons of record in tlie office mailed out 
10/02/2007 as well as the reasons state below. 

Applicant's arguments filed 03/03/2008 have been fully considered but they are 
not persuasive. 

Applicants urge that the cited references actually support enablement. 
Applicants urge In particular that Kim et al mutated an essential part of 30 nucleotides of 
the nos promoter and further, showed that of these 30 nucleotides only 20 were 
deemed to be essential (see Applicants response pages 7-8). 

This is not persuasive because the instant specification does not give guidance 
as to what the essential components of the claimed promoter sequence are. The 
reference cited by Kim et al, is a demonstration, that even a single nucleotide change 
can alter the promoter activity. This is especially relevant in the instant case, where a 
tissue-specific promoter is being claimed. In the instance of a tissue-specific promoter, 
it is even more essential that guidance is given as to what sequence elements are 
required for tissue specificity. Without such guidance, the specification is not enabling 
for any fragment of SEQ ID N0:1 , particularly where not so much as a even a single 
embodiment of a fragment has been demonstrated to function as a promoter. 

Applicants urge that Donald also shows small fragments as being capable of 
functioning as promoters (response page 8). 

This is not persuasive because Donald as well as the other references are not 
cited to indicate deletion analysis may not be conducted, but that rather without it, as in 
the present case, it would be unpredictable to determine which elements are essential 
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for promoter function. Applicants have not provided that guidance in the instant 
specification and therefore are not enabled over the full scope of the claims. 

Applicants urge also that Dolferus discloses nonrandom, but rather site-directed 
mutagenesis to demonstrate the essential elements of the promoter (response pages 8- 
9). 

This Is not persuasive because the essential elements of the instantly claimed 
promoter are not disclosed in the instant specification. Dolferus is cited to demonstrate 
that even in the instance of retaining promoter function it may be possible to abolish 
either the conditional function of the promoter, or to predict the effect of different 
conditions on the promoter. The fact that Dolferus indicates more regions required for 
essential activity in an inducible promoter, supports the office's position that tissue- 
specific promoters may require other essential elements not elucidated in the prior art, 
and as not being disclosed in the instant specification, would be unpredictable in both 
location and number. 

Applicants urge primarily that the specification provides guidance on determining 
the function of promoter sequences and generating promoter fragments (response 
pages 9-10). 

This Is not persuasive because there is not so much as a single embodiment of a 
fragment In the specification that has the claimed tissue specific sink activity. There Is 
no guidance as to where in the sequence one may begin to generate fragments that 
have the claimed tissue specific sink activity, no reasonable predictability as to the 
chance of success of any particular size or any particular starting point. 
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Moreover, Applicants' remarks on page 9 are directed to knowledge, "known or 
predicted promoter boxes" that Applicant has not provided and upon which the prior art 
is largely silent especially with respect to a sink specific promoter; and thus Applicants' 
remarks directed to routine screening of hybridomas is improper because in that case 
the materials did not require extensive modification or testing to determine whether one 
of ordinary skill would have a successful and predictable outcome, and thus one of 
ordinary skill would not know whether "known or predicted promoter boxes" are 
applicable to the invention 

See Genentech, Inc. v. Novo Nordisk, A/S, 42 USPQ2d 1001, 1005 (Fed. Cir. 
1997), which teaches that disclosure of a "mere germ of an idea does not constitute [an] 
enabling disclosure", and that "the specification, not the knowledge of one skilled in the 
art" must supply the enabling aspects of the invention. 

See In re Fisher, 166 USPQ 18, 24(CCPA 1970) which teaches "That paragraph 
(35 use 112, first) requires that the scope of the claims must bear a reasonable 
correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art. In cases involving predictable factors, such as mechanical or 
electrical elements, a single embodiment provides broad enablement in the sense that, 
once imagined, other embodiments can be made without difficulty and their 
performance characteristics predicted by resort to known scientific laws. In cases 
involving unpredictable factors, such as most chemical reactions and physiological 
activity , the scope of enablement obviously varies inversely with the degree of 
unpredictability of the factors involved." 
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Claim Rejections - 35 USC § 112-written description 

The rejection of claims 1-5, 7-8, 10-16 and 18-20 under 35 USC 112 first 
paragraph for lacking written description is hereby withdrawn in response to Applicants 
arguments when taken together with the claim amendments particularly as relating to 
literal written description of DNA fragments. 

Claim Rejections - 35 USC § 102 

The rejection of claims 1 , 7, and 1 9-20 under 35 USC 1 02 for anticipation is 
hereby withdrawn in response to Applicants arguments when taken together with the 
claim amendments. 

The claims are free of the prior art given the failure of the prior art to teach or 
reasonably suggest promoters of the Vicia faba 1,4-alpha-D-glucan:phosphate alpha-D- 
glucosyltransferase gene that direct expression in carbohydrate-storing sink tissue, but 
essentially not in source tissues. 
No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to BRENT PAGE whose telephone number is (571)272- 
5914. The examiner can normally be reached on Monday-Friday 8-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571 )-272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Brent T Page 
/Russell Kallis/ 

Primary Examiner, Art Unit 1638 
June 6, 2008 



